We report the development and pilot testing of a values history tool to support patients and their substitute decision makers (SDMs) in advance care planning.
Too often, patients receive end-of-life care that is inconsistent with their values and preferences. 1, 2 Indeed, patients who have a serious illness, and their families, have indicated that improvements in end-of-life communication and decision making are a top priority for improving the quality of end-of-life care. 3 End-oflife communication and decision making involve several related but distinct activities: advance care planning (ACP), goals-ofcare discussions, and in-the-moment decision making about treatments. 4 Values form the foundation of all of these processes ( Figure 1 ). ACP is "a process that supports adults at any age or stage of health in understanding and sharing their personal values, life goals, and preferences regarding future care. " 5 The goal of ACP is to help ensure that people receive future medical care that is consistent with their values by preparing substitute decision makers (SDMs) to make future "in-the-moment" decisions on the patient's behalf. It is not exclusively for end-of-life and is ideally initiated before a person develops serious illness. It does not constitute consent to treatment. 6 Goals-of-care discussions take place in the context of a serious, life-limiting illness. They are conversations between clinicians and patients with serious illness, or their substitute decision makers (SDM), about the patient's understanding of their illness and prognosis, and about the patient's values and priorities related to health care. Once again, the aim of a goals-of-care discussion is to ensure that "in-the-moment" decisions about treatment are aligned with patients' values and goals.
In this paper, we define values as "things that are important to the patient. " 7 Values exert a major influence on a patient's decisions about treatment and may include the acceptability of different health states, the impacts of illness on relationships with family and friends, and the influence of religious and cultural beliefs. Values may change over time. Although decisions about care during serious illness should be guided by a patient's values, 8, 9 SDMs are often poorly informed about patient values, 10 clinicians often do not ask patients about their values, 11 and patients themselves frequently make value statements that are internally inconsistent. 12 Values history tools may offer a solution to these problems.
A values history tool is an instrument that can help a patient explore, clarify and articulate his or her values, and that can stimulate conversation with SDMs or health care providers. [13] [14] [15] [16] [17] [18] The original values history was a series of open-ended questions that allowed a patient to describe what was important to him or her 16 ; over time, values histories evolved to include rating scales in place of open-ended questions and have been incorporated into formal decision aids. 19, 20 However, early tools were often too complex, too narrowly focused on specific medical conditions, and too dependent on facilitation by (time-strapped) physicians (Table 1 ). Ascending the values pyramid from general to specific, patient values inform all activities. In turn, patient values can be used to verify (concordance check) choices or activities when descending the pyramid. For example, the SDM can use patient values to confirm that an "in-the-moment" patient care decision is in keeping with the patient's wishes, beliefs and preferences. Abbreviations: Tx, "in-themoment" treatment decisions; GOC, goals-of-care discussions; ACP, advance care planning.
The National Framework document for the Advance Care Planning in Canada initiative states that "in order for professionals and the public to engage in ACP they require a number of tools … [that] must be innovative and in plain language. " 21 Accordingly, we set out to develop a values history tool that addressed the limitations of earlier tools and that could be used by patients and their future SDMs to help them with ACP. This paper describes the development and pilot testing of this new tool, called the "Graphic Values History Tool" (GVHT).
Methods

Design
We conducted a single-centre, before-after pilot study to obtain a preliminary exploration of whether completion of the GVHT by patient and SDM dyads is associated with an improvement in the C a n a d i a n J o u r n a l o f G e n e r a l I n t e r n a l M e d i c i n e V o l u m e 1 4 , I s s u e 2 , 2 0 1 9 SDM's understanding of the patient's values. Secondary objectives were to determine: (1) whether completing the GVHT improves the patient's understanding of their own values and preferences; (2) whether completing the GVHT can be done without assistance; (3) whether a values history discussion between patient and SDM (i.e., after they each complete the GVHT independently) can be done without assistance; and 4) which format patients and SDMs prefer for completing the GVHT (paper or electronic).
Setting and Participants for the Pilot Study
From December 2013 to April 2014, we evaluated the GVHT at Bridgepoint Active Healthcare, Toronto, Ontario, Canada.
Patients were eligible to participate in this study if they were inpatients or outpatients at our rehabilitation or complex continuing care hospital. This unfunded study received Joint Research Ethics Board approval. All study participants gave written informed consent.
Development of the Graphic Values History Tool (GVHT)
In December 2012 a multi-disciplinary team comprising a clinical ethicist, a palliative care physician, and 2 critical care physicians developed a prototype values history tool informed by their clinical expertise and the literature. 14, 15, 17 The tool had a patient version and an SDM version, each posing 36 questions grouped in 4 sections: "exploring values, " "exploring value conflicts, " "are some conditions worse than death?" and "how do you weigh the odds of survival?" We obtained feedback from a convenience sample of 15 adult, English-speaking patients about the tool's readability, clarity, completeness, ease of use, and ability to facilitate decision making.
Feedback highlighted a need to more fully recognize that many patients have low literacy or low health literacy, and to recognize that some patients are visual learners. Accordingly, in the summer of 2013, we undertook a substantive revision to create a new tool called the GVHT for evaluation in the current study. These modifications included revisions to wording to increase clarity for a lay audience and the introduction of graphics. New graphic elements included a contextual image with each question; a 3-colour (red, white, and green) scale to help readers interpret response options on the 5-point Likert scale; a line with 2 anchors to depict trade-offs (e.g., between quality and quantity of life); and pie charts to illustrate percentages. Staff in Augmentative Communications and the Clinical Library at Bridgepoint Active Healthcare assisted with editing text and creating graphics. After an initial draft of the GVHT was created, we used an iterative process to make serial revisions to the tool based on suggestions for improvement from 35 beta testers who represented a wide range of potential end-users (Table 2) . During this iterative process, beta testers were given the tool and asked to provide feedback on: (1) the clarity and readability of the introductory section of the tool, the section instructions, and the individual questions (to guide this feedback, beta testers were told that the goal was for the tool to use clear and accessible language); (2) the appropriateness of the graphics and their usefulness in helping to understand the questions; and (3) questions to be added or eliminated. As soon as we received substantive feedback from beta testers, we updated the tool. The next beta testers received the updated tool. This iterative process of beta testing continued until we received no further substantive feedback.
The final GVHT included the following features: 19 it was available in both paper and electronic (computer or tablet-based) versions of the tool for patients (Appendix A) and for SDMs (Appendix B). The content of paper and electronic versions was identical. The tool comprised 52 questions in 8 sections: 
Study Procedures
Interested patients or SDMs were identified through initial contact by the patient care managers or social worker on participating units or through a recruitment poster. Research C a n a d i a n J o u r n a l o f G e n e r a l I n t e r n a l M e d i c i n e
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V o l u m e 1 4 , I s s u e 2 , 2 0 1 9 staff then approached interested individuals for enrollment in the study. To minimize discussion of values between patient and SDM until both had independently completed the tool, it was necessary for them to be available at the same time. At baseline, both parties were asked "How well do you understand your / the patient's health care values and preferences?" with the following response options: Very Poorly, Poorly, Uncertain, Well and Very Well. Each participant in the dyad then completed the respective values history tool independently. Patient and SDM versions were identical, except that the SDM version asks SDMs to consider the patient's values and preferences rather than their own. After completing the tool, the patient and SDM reviewed each other's answers and discussed areas of concordance or discordance. At the end of the discussion, the patient could decide whether to alter his or her responses and update the document. During the discussion, the researcher was physically present but minimally involved as a facilitator, (available to answer questions) but as much as possible allowing patient and SDM to direct their own discussions.
Following the discussion, both patient and SDM were asked again to answer the question "How well do you understand your / the patient's health care values and preferences?" using the same response options as for the baseline question. Finally, both members of the dyad independently completed a standardized evaluation of the tool, the process of tool completion, and discussion. The evaluation instrument (Appendix C) asked 34 questions on a 5-point Likert scale (5=strongly agree to 1=strongly disagree). Questions addressed the clarity, completeness, utility, and acceptability of the introduction to values histories, the introduction to the tool, section instructions, graphics, process of completion, the tool in its entirety, and the facilitated discussion.
Statistical Analysis
Results are presented as counts for the primary question of "How well do you understand your / the patient's health care values and preferences?" or mean scores for the responses to questions evaluating the tool and the process of the tool's implementation.
Results
We enrolled 6 participants (3 patient/SDM dyads). Participants ranged from 51 to over 70 years of age. One SDM was male; all other participants were female. One participant had some high school education, 2 had some college education, one had a bachelor's degree and 2 had master's degrees. Two patients were outpatients, one was an inpatient; all had experienced one or more serious life events. One SDM was a spouse, one the adult child of the patient, and one was the legally appointed substitute decision maker (Power of Attorney for Personal Care). There were no consent refusals or study withdrawals.
Impact on the Understanding of Patient Values
When asked: "How well do you understand the patient's values and preferences" (primary outcome), one SDM answered "well" and 2 SDMs answered "very well, " both at baseline and after completing the GVHT. One participant wrote, "We were pretty much in sync; have had these discussions before. " (SDM 3) Although SDM understanding of patient values remained unchanged after completing the GVHT based on responses to this question, participants nonetheless said that the completed values history resulted in a better understanding of patient values (mean 4.5/5) ( Table 3 
Participant Evaluation of GVHT
Participants evaluated the tool in its entirety and the process used to implement the tool (see Table 3 ). The tool was found to be clear, useful when thinking about patient values, and comprehensive. Pictures were deemed clear, easy to understand (mean 4.8/5) and sufficiently large (mean 4.8/5). One participant wrote: "Colour helpful! I was influenced by the symbol for painvery powerful. " (SDM 2) Another said that the pictures were "not always necessary but can see how would be useful for people less familiar with the issue. " (SDM 3) Both patients and SDMs found the document "good as a stand-alone tool" or as a "companion to other tools. " While participants agreed that "completing the values history was thought provoking" (mean 4.7/5), they nonetheless said that completing it "did not cause distress" (mean 4.7/5).
One objective of this study was to obtain participant feedback about the process used to implement the tool, specifically whether tool and subsequent discussion could be completed C a n a d i a n J o u r n a l o f G e n e r a l I n t e r n a l M e d i c i n e V o l u m e 1 4 , I s s u e 2 , 2 0 1 9 
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Discussion
In this paper, we report the development and initial evaluation of a novel values history tool to support ACP. Because development of the tool was based on input from clinical experts, the published literature, and substantial beta testing with end-users, we believe that the GVHT has both face and content validity. Our pilot study provides preliminary evidence that the GVHT may be feasible and acceptable for use by patients and their SDMs, may improve understanding of patient values, and suggests that further evaluation of the tool in a larger study is warranted. The GVHT addresses some of the limitations of previously developed values history tools. [13] [14] [15] [16] [17] [18] First, earlier tools were best suited to individuals with greater health literacy. To develop the GVHT, we obtained input from people with diverse educational and occupational backgrounds, including those with lower health literacy, to maximize its clarity in terms of both content and format. Second, several previously developed tools were designed for individuals with specific health problems (e.g., cancer, stroke, etc.), thus limiting their broader applicability and uptake. In contrast, the GVHT asks users to consider a wide range of value statements that are not specific to any one health condition but that can be very informative as the patient or SDM faces future "in-the-moment" decisions about treatment during serious illness. Finally, since earlier tools were intended to be completed through a physician-dependent process, physicians' lack of time is a potential barrier to the uptake of these tools. We designed the GVHT so that a patient and their SDM could complete the tool independently, and then discuss their responses without physician facilitation.
Further, our concern that some participants might be upset by either the tool or the values discussion proved unwarranted: participants reported that the questions and discussion were thought provoking and that they did not cause distress. This finding is consistent with work that we and others have done in the area of ACP and end-of-life communication, showing that open communication about the possibilities associated with serious illness and dying can increase patient and family satisfaction, and reduce stress and anxiety. [22] [23] [24] Although our sample is small and our findings require further confirmation, our study suggests that it may be feasible for the GVHT to be completed by patients and SDMs as an initial step in the ACP process, without the need for physician facilitation. Fundamental to ACP is that patients are clear about what matters most to them (i.e., their values) and that they communicate these values to their future SDM(s). We found that the GVHT helped patients and SDMs to think about and clarify their values and that the values discussion helped them to articulate these values. Accordingly, we hypothesize that after completing and discussing their responses to the GVHT, patients and their SDMs may be more prepared for subsequent conversations with clinicians about ACP, goals-of-care discussions, or "in-the-moment" decisions about medical treatments during serious illness, because they will have a deeper and shared understanding about patients' values.
Strengths of this study include a rigorous process of tool development, including appreciable input from experts, and beta testing with potential end-users from a broad mix of educational backgrounds. Our pilot study has some limitations. First, the sample size was small due to several challenges to recruitment including the unfunded nature of the study and the lack of availability of participants in a clinical setting (we required simultaneous availability of patient and SDM for at least 2 hours to complete the GVHT independently, subsequent discussion between patient and SDM, and completion of evaluation instruments). In addition, the generalizability of our pilot study findings may be limited due to the single-centre nature of the evaluation and the relatively high educational level of the participants. However, the goal of our pilot study was to conduct a preliminary field evaluation of the GVHT in a clinical environment to better understand its acceptability, clarity, and potential utility. We believe that the findings of our pilot study are sufficiently positive to warrant further evaluation of the tool in a larger prospective study.
Conclusion
In conclusion, we have developed a novel values history tool, enhanced with graphics, whose aim is to support better ACP between patients and their future SDMs. Because of the rigorous development process, we believe the tool has face and C a n a d i a n J o u r n a l o f G e n e r a l I n t e r n a l M e d i c i n e V o l u m e 1 4 , I s s u e 2 , 2 0 1 9 content validity. Although early findings from our evaluation are promising, due to the small sample size and single centre nature of our study, we believe that further testing of the tool is warranted to support its more widespread adoption in clinical practice.
